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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of Group I, claims 1-21 , 35, and 36 in the reply 
filed on March 25, 2009 is acknowledged. Wherein the arguments therein are 
persuasive, the restriction requirement is withdrawn and all pending claims have been 
examined on the merits herein. 

Claim Objections 

2. Claims 33 and 35 are objected to because of the following informalities: In each 
of claims 33 and 35, "0,05" should be replaced by -0.05-. Appropriate correction is 
required. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 19-21, 23-25, 32, 34, 36, and 37 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

In claims 19-21, the claims fail to provide any structural definition of the device 
which would facilitate or preclude the second inlet means being used to provide 
passage of a particular material. 

Claims 23-25 are not in proper method format, since they fail to recite a 
manipulative step, since simple recitation of a material worked on by the device does 
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not constitute a proper method step without also requiring manipulation of the material 
in a specific and discernible manner. 

Claims 32 and 34 also fail to recite a manipulative step as required of any proper 
method claim. 

Claim 36 recites an intended use of the device without further limiting the 
structure of the apparatus. 

Claim 37 fails to either define the particles or further limit the method upon which 
claim 37 depends. 

Claim Rejections - 35 USC § 101 

5. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

6. Claims 32, 34, and 36 provide for the use of a device or process, but, since the 
claims do not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claims 32, 34, and 36 are rejected under 35 U.S.C. 101 because the claimed 
recitation of a use, without setting forth any steps involved in the process, results in an 
improper definition of a process, i.e., results in a claim which is not a proper process 
claim under 35 U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 
1967) and Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 
1966). 
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Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

8. Claims 1-3, 6-8, 10, 16, 18-23, 26-32, and 37 are rejected under 35 
U.S.C. 102(b) as being clearly anticipated by DeBoer, Jr. et al (Fig. 2; col. 1, line 54 
through col. 2, line 14). 

Applicant should note that the reference teaches a device and process of 
operating the device to form small particles of a substance, the device including a first 
inlet (2) for a liquid, a second inlet (3) for an atomizing fluid, a mixing zone formed by an 
adjustable interspace, the walls of which are movable relative to one another to adjust 
the volume of the interspace, one of the walls of the interspace being biased to move by 
means (12). Applicant should also note that the second inlet (3) is connected to the 
mixing means by second conduit chamber (4), while the first inlet means is connected to 
mixing means by first conduit means (8). 

Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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1 0. Claims 4, 24, 25, and 33-36 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over DeBoer, Jr. et al. 

DeBoer, Jr. et al (Fig. 2; col. 1 , line 54 through col. 2, line 14) as applied above, 
substantially disclose applicant's invention as recited by instant claims 4, 24, 25, and 
33-36, except for the biasing means being in the form of a spring, as recited by instant 
claim 4, the atomizing agent of the method of claims 24 and 25 being either in the form 
of a liquid jet or a medium at supercritical state, or the particles formed being of 0.05-1 0 
microns in size and useable as a pharmaceutical substance. 

With regard to the biasing means, it would have been obvious for an artisan at 
the time of the invention, to substitute a spring for the screw thread adjustment means, 
since as is well known within the art, a spring offers the added well known advantage of 
allowing the mixing area and outlet to temporarily enlarge to overcome an 
overpressurization due to clogging of the outlet. Whereas the chosen atomization 
agent, the particle size and the material of the particle would be dictated by the end use 
of the product desired, it would have been obvious for an artisan at the time of the 
invention, to choose any well known atomizing agent, including those as recited by 
instant claims 24 and 25, and to produce a particle of specific size and material 
makeup, as recited by instant claims 33-36. 

Allowable Subject Matter 

1 1 . Claims 5,9,11 -1 5, and 1 7 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 
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Conclusion 

12. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

1 3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Scott Bushey whose telephone number is 571 272- 

1 153. The examiner can normally be reached on M-Th 6:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Duane Smith can be reached on 571 272-1 166. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Scott Bushey 
Primary Examiner 
Art Unit 1797 

IS. B.l 
5-17-09 

/Scott Bushey/ 
Primary Examiner, Art Unit 1797 



